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DETAILED ACTION 
Claim Objections 

1 . Claim 1 7 is objected to because of the following informalities: 

at line 1, the limitation "laterally" should apparently read -lateral--. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-2, 4-6, 9-10 and 13-17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Barsch (US 6,234,177). 

In regards to claim 1, Barsch disclose(s) a marking apparatus for the 
percutaneous placement of an imaging marker 42 at a predetermined location in a 
tissue mass to facilitate subsequent determination of the predetermined location, the 
marking apparatus comprising: 

a handle to be grasped by a user; 

a cannula 60 comprising: 

a peripheral wall 62 forming a lumen 64, 
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a proximal end carried by the handle, 

a distal end terminating in a self-piercing tip, and 

a lateral opening 22 in the peripheral wall 62, which is open to the lumen 64; 

a plunger 52 having a distal end 54 and slidably received within the lumen 64 for 
movement between a ready position, where the distal end is spaced inwardly from the 
self-piercing tip to form a marker recess in communication with the lateral opening 22 
and sized to receive an imaging marker 42, and an expelled position, where the distal 
end is advanced a sufficient distance into the marker recess to expel a marker 42 
contained therein through the lateral opening 22 (see figs. 4A-C & 5-6; column 3/lines 7- 
41; column 4/lines 23-53; column 6/lines 3-15; column 7/lines 16-28). 

In regards to claim 2, Barsch disclose(s) a marking apparatus, and further 
comprising at least one imaging marker 42 contained within the marker recess (see figs 
5-6). 

In regards to claim 4, Barsch disclose(s) a marking apparatus, wherein the 
handle, cannula 60, and plunger 52 are operably coupled such that they form a self- 
contained marking apparatus that can be easily and conveniently handled by a user to 
effect operation of the marking apparatus from the ready position to an expelled position 
(see figs. 4C-6), 

In regards to claim 5, Barsch disclose(s) a marking apparatus, wherein the 
cannula 60 is rigid (see figs. 4C-6), 

In regards to claim 6, Barsch disclose(s) a marking apparatus wherein the distal 
end of the cannula 60 is pointed to form the self-piercing tip (see figs. 4C-6). 
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In regards to claim 9, Barsch clisclose(s) a marking apparatus wherein the distal 
end of the cannula 60 is pointed to form the self-piercing tip (see figs. 4C-6). 

In regards to claim 10, Barsch disclose(s) a marking apparatus and further 
comprising a ramp 54 on the plunger 52 to aid In expelling an imaging marker 42 (see 
figs. 4C-6; column 5/lines 65-67). 

In regards to claim 13, Barsch disclose(s) a marking apparatus wherein a ramp 
54 is located on the distal end of the plunger 52 (see figs. 4C-6; column 5/lines 65-67). 

In regards to claim 14, Barsch disclose(s) a marking apparatus, wherein the 
handle, cannula 60, and plunger 52 are operably coupled such that they form a self- 
contained marking apparatus that can be easily and conveniently handled by a user to 
effect operation of the marking apparatus from the ready position to an expelled position 
(see figs. 4C-6). 

In regards to claim 15, Barsch disclose(s) a method for percutaneously placing a 
marker 42 at a predetermined location in a tissue mass using a self-piercing, side- 
ejecting, self-contained marking apparatus comprising a cannula 60 defining a lumen 64 
and terminating in a self-piercing tip, with a lateral opening 22 in communication with the 
lumen 64, and a plunger 52 slidably received within the lumen 64 for expelling a marker 
42 in the lumen 64 through the lateral opening 22, the method comprising: 

inserting the cannula 60 into the tissue mass by puncturing an exterior of the 
tissue mass with the self-piercing tip; and 
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expelling the marker 42 through the lateral opening 22 by sliding the plunger 52 
within the lumen 64 (see figs. 4A-C & 5-6; column 3/lines 7-41; column 4/lines 23-53; 
column 5/lines 65-67; column 6/lines 3-15; column 7/lines 16-28). 

In regards to claim 16, Barsch disclose(s) a method wherein the inserting step 
comprises locating the lateral opening 22 near a predetermined location 30 in the tissue 
mass where it is desired to be marked (see figs. 4C-6). 

In regards to claim 17, Barsch disclose(s) a method wherein the lateral opening 
22 is located beneath the predetermined location 30 (see figs. 4C-6). 
4. Claims 1-6. 9-12 and 14-19 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Burbank et al. (US 6,725.083). 

In regards to claim 1 , Burbank et al. disclose(s) a marking apparatus for the 
percutaneous placement of an imaging marker 1 0 at a predetermined location in a 
tissue mass to facilitate subsequent determination of the predetermined location, the 
marking apparatus comprising: 

a handle 56 to be grasped by a user; 

a cannula 7 comprising: 

a peripheral wall forming a lumen, 

a proximal end carried by the handle 56, 

a distal end terminating in a self-piercing tip, and 

a lateral opening 9 in the peripheral wall, which is open to the lumen; 

a plunger 54 having a distal end and slidably received within the lumen for 
movement between a ready position, where the distal end is spaced inwardly from the 
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self-piercing tip to form a mariner recess in communication with the lateral opening 9 and 
sized to receive an imaging marker 10, and an expelled position, where the distal end is 
advanced a sufficient distance into the marker recess to expel a marker 10 contained 
therein through the lateral opening 9 (see fig. 6; column 11/lines 6-67; column 12/lines 
1-4). 

In regards to claim 2, Burbank et al. disclose(s) a marking apparatus, and further 
comprising at least one imaging marker 10 contained within the marker recess (see fig. 
6). 

In regards to claim 3, Burbank et al. disclose(s) a marking apparatus, and further 
comprising multiple imaging markers 10 contained within the marker recess (see fig. 6). 

In regards to claim 4, Burbank et al. disclose(s) a marking apparatus, wherein the 
handle 56, cannula 7, and plunger 54 are operably coupled such that they form a self- 
contained marking apparatus that can'be easily and conveniently handled by a user to 
effect operation of the marking apparatus from the ready position to an expelled position 
(see fig. 6). 

In regards to claim 5, Burbank et al. disclose(s) a marking apparatus, wherein the 
cannula 7 is rigid (see fig. 6). 

In regards to claim 6, Burbank et al. disclose(s) a marking apparatus wherein the 
distal end of the cannula 7 is pointed to form the self-piercing tip (see fig. 6). 

In regards to claim 9, Burbank et al. disclose(s) a marking apparatus wherein the 
distal end of the cannula 7 is pointed to form the self-piercing tip (see fig. 6). 
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In regards to claim 10, Burbank et al. disclose(s) a marking apparatus and further 
comprising a ramp on the cannula 7 to aid in expelling an imaging marker 10 (see fig. 
6). 

In regards to claim 1 1 , Burbank et al. disclose(s) a marking apparatus wherein a 
ramp is located in the lumen adjacent the lateral opening 9 (see fig. 6). 

In regards to claim 12, Burbank et al. disclose(s) a marking apparatus wherein 
the distal end of the plunger 54 is flexible and is deflectable toward the lateral opening 9 
by the ramp when the plunger 54 is moved to the expelled position (see fig. 6). 

In regards to claim 14, Burbank et al. disclose(s) a marking apparatus, wherein 
the handle 56, cannula 7, and plunger 54 are operably coupled such that they form a 
self-contained marking apparatus that can be easily and conveniently handled by a user 
to effect operation of the marking apparatus from the ready position to an expelled 
position (see fig. 6). 

In regards to claim 15, Burbank et al. disclose(s) a method for percutaneously 
placing a marker 10 at a predetermined location 4 in a tissue mass using a self-piercing, 
side-ejecting, self-contained marking apparatus comprising a cannula 7 defining a 
lumen and terminating in a self-piercing tip, with a lateral opening 9 in communication 
with the lumen, and a plunger 54 slidably received within the lumen for expelling a 
marker 10 in the lumen through the lateral opening 9, the method comprising: 

inserting the cannula 7 into the tissue mass by puncturing an exterior of the 
tissue mass with the self-piercing tip; and 
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expelling the marker 10 through the lateral opening 9 by sliding the plunger 54 
within the lumen (see fig. 6; column 1 1 /lines 6-67; column 12/lines 1-4). 

In regards to claim 16, Burbank et al. disclose(s) a method wherein the inserting 
step comprises locating the lateral opening 9 near a predetermined location 4 in the 
tissue mass where it is desired to be marked (see fig. 6). 

In regards to claim 17, Burbank et al. disclose(s) a method wherein the laterally 
opening is located beneath the predetermined location 4 (see fig. 6). 

In regards to claim 18, Burbank et al. disclose(s) a method wherein the expelling 
step comprises expelling multiple markers 10 into the tissue mass (see fig. 6). 

In regards to claim 19, Burbank et al. disclose(s) a method wherein at least one 
of the multiple markers 10 is expelled at a different location in the tissue mass than 
another of the multiple markers 10 (see fig. 6). 

Since two markers cannot occupy the same space at the same time, Burbank et 
al. inherently teach a method step wherein at least one of the multiple markers 10 is 
exDelled at a different location in the tissue mass than another of the multiple markers 
10. 

5. Claims 1-6, 9-1 1 and 14-19 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Jones et al. (US 2004/0236212). 

In regards to claim 1 , Jones et al. disclose(s) a marking apparatus for the 
percutaneous placement of an imaging marker 1 5 at a predetermined location in a 
tissue mass to facilitate subsequent determination of the predetermined location, the 
marking apparatus comprising: 
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a handle 20 to be grasped by a user; 

a cannula 1 1 comprising: 

a peripheral wall forming a lumen 12, 

a proximal end carried by the handle 20, 

a distal end terminating in a self-piercing tip 23, and 

a lateral opening 17 in the peripheral wall, which is open to the lumen 12; 

a plunger 13 having a distal end and slidably received within the lumen 12 for 
movement between a ready position, where the distal end is spaced inwardly from the 
self-piercing tip 23 to form a marker recess in communication with the lateral opening 17 
and sized to receive an imaging marker 15, and an expelled position, where the distal 
end is advanced a sufficient distance into the marker recess to expel a marker 15 
contained therein through the lateral opening 17 (see figs. 1A & 3; par 0012, 0015, 
0025, 0027, 0028 & 0033). 

In regards to claim 2, Jones et al. disclose(s) a marking apparatus, and further 
comprising at least one imaging marker 1 5 contained within the marker recess (see figs. 
1A & 3). 

In regards to claim 3, Jones et al. disclose(s) a marking apparatus, and further 
comprising multiple imaging markers 15 contained within the marker recess (see figs. 
1A & 3). 

In regards to claim 4, Jones et al. disclose(s) a marking apparatus, wherein the 
handle 20, cannula 1 1 , and plunger 13 are operably coupled such that they form a self- 
contained marking apparatus that can be easily and conveniently handled by a user to 
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effect operation of the marl<ing apparatus from the ready position to an expelled position 
(seefigs. 1A&3). 

In regards to claim 5, Jones et al. disclose(s) a marking apparatus, wherein the 
cannula 11 is rigid (see figs. 1A & 3). 

In regards to claim 6, Jones et al. disclose(s) a marking apparatus wherein the 
distal end of the cannula 1 1 is pointed to form the self-piercing tip 23 (see figs. 1A & 3). 

In regards to claim 9, Jones et al. disclose(s) a marking apparatus wherein the 
distal end of the cannula 1 1 is pointed to form the self-piercing tip 23 (see figs. 1 A & 3). 

In regards to claim 10, Jones et al. disclose(s) a marking apparatus and further 
comprising a ramp 24 on the cannula 11 to aid in expelling an imaging marker 15 (see 
figs. 1 A & 3). 

In regards to claim 11, Jones et al. disclose(s) a marking apparatus wherein a 
ramp 24 is located in the lumen 12 adjacent the lateral opening 17 (see figs. 1A & 3). 

In regards to claim 14, Jones et al. disclose(s) a marking apparatus, wherein the 
handle 20, cannula 1 1 , and plunger 13 are operably coupled such that they form a self- 
contained marking apparatus that can be easily and conveniently handled by a user to 
effect operation of the marking apparatus from the ready position to an expelled position 
(seefigs. 1A&3). 

In regards to claim 15, Jones et al. disclose(s) a method for percutaneously 
placing a marker 15 at a predetemiined location in a tissue mass using a self-piercing, 
side-ejecting, self-contained marking apparatus comprising a cannula 1 1 defining a 
lumen 12 and terminating in a self-piercing tip 23, with a lateral opening 17 In 
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communication witli the lumen 12, and a plunger 13 slidably received within the lumen 
12 for expelling a marker 15 in the lunien 12 through the lateral opening 17, the method 
comprising: 

inserting the cannula 11 into the tissue mass by puncturing an exterior of the 
tissue mass with the self-piercing tip 23; and 

expelling the marker 15 through the lateral opening 17 by sliding the plunger 13 
within the lumen 12 (see figs. 1A & 3; par 0012. 0015, 0025, 0027, 0028 & 0033). 

In regards to claim 16, Jones et al. disclose(s) a method wherein the inserting 
step comprises locating the lateral opening 17 near a predetermined location in the 
tissue mass where it is desired to be marked (see figs. 1A & 3). 

In regards to claim 17, Jones et al. disclose(s) a method wherein the lateral 
opening 17 is located beneath the predetermined location (see figs. 1A & 3). 

In regards to claim 18, Jones et al. disclose(s) a method wherein the expelling 
step comprises expelling multiple markers 15 into the tissue mass (see figs. 1A & 3). 

In regards to claim 19, Jones et al. disclose(s) a method wherein at least one of 
the multiple markers 15 is expelled at a different location in the tissue mass than 
another of the multiple markers 15 (see figs. 1A & 3). 

Since two markers cannot occupy the same space at the same time, Jones et al. 
inherently teach a method step wherein at least one of the multiple markers 15 is 
expelled at a different location in the tissue mass than another of the multiple markers 
15. 

Claim Rejections - 35 USC § 103 
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6. The following is a quotation of 35 U.S.C. 103(a) whicli forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barsch ('177) in view of Joishy (US 5,012,818). 

In regards to claim 8, Barsch disclose(s) a marking apparatus and further 
comprising a ramp on the plunger 52 to aid In expelling an imaging marker 42 (see figs. 
4C-6; column 5/lines 65-67). 

Barsch discloses a system, as described above, that teaches all the limitations of 
the claim except for a 13-gage cannula. 

However, Joishy discloses a system comprising a 13-gage cannula 1 (see. figs. 
1-2; column 7/lines 64-68; column 8/lines 1-2). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Barsch with a 1 3 
gage cannula similar to that of Joishy in order to provide, a small, less invasive cannula 
that minimizes patient discomfort. 

8. Claims 3, 11-12 and 18-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Barsch ('177) in view of Burbank et al. ('083). 

Barsch discloses a system, as described above, that teaches all the limitations of 
the claim except for a ramp located on the lumen adjacent the lateral opening or 
multiple markers. 
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However, Burbank et al. disclose(s) a system wherein a ramp is located in the 
lumen adjacent the lateral opening 9; wherein the expelling step comprises expelling 
multiple markers 10 into the tissue mass; wherein the distal end of the plunger 52 is 
flexible and is deflectable toward the lateral opening 22 by the ramp when the plunger 
52 is moved to the expelled position. 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Barsch with a 
ramp adjacent the lateral opening similar to that of Burbank et al. since such a 
modification will serve the same purpose of biasing the marker outside the cannula. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Barsch with 
multiple markers similar to that of Burbank et al. since such a modification will serve the 
same purpose of marking the biopsy site. Furthermore, it has previously been held that 
merely duplicating a part (i.e. the number of markers) for a multiple effect is not 
patentable-See In re Harza. 274 F.2d 669, 671, 124 USPQ 378, 380 (CCPA 1960). 

Even moreover, it would have been obvious to one of ordinary skill in the art at 
the time Applicant's invention was made to provide a system similar to that of Barsch 
with a flexible plunger similar to that of Burbank et al. since such a modification will 
serve the same purpose of expelling the marker from the device. 

Even moreover yet, it would have been obvious to one of ordinary skill in the art 
at the time Applicant's invention was made to provide a system similar to that of Barsch 
as modified by Burbank et a!., above, with a step of marking multiple locations since 
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such a modification will serve the same purpose of marking a biopsy site at 
predetermined location. It has previously been held that merely duplicating a part (i.e. 
the steps of marking a biopsy site) for a multiple effect is not patentable-See In re 
Harza, 274 F.2d 669, 671, 124 USPQ 378, 380 (CCPA 1960). 

9. Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Burbank et al. ('083) in view of Joishy (US 5,012,81 8). 

In regards to claim 8, Burbank et al. disclose(s) a marking apparatus and further 
comprising a ramp on at least one of the plunger 54 and cannula 7 to aid in expelling an 
imaging marker 10 (see fig. 6). 

Burbank et al. discloses a systenri, as described above, that teaches all the 
limitations of the claim except for a 1 3-gage cannula. 

However, Joishy discloses a system comprising a 1 3-gage cannula 1 (see figs. 
1-2; column 7/lines 64-68; column 8/lines 1-2). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Burbank et al. with 
a 1 3 gage cannula similar to that of Joishy in order to provide, a small, less invasive 
cannula that minimizes patient discomfort. 

10. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burbank 
et al. ('083) in view of Barsch ('177). 

Burbank et al. discloses a system, as described above, that teaches all the 
limitations of the claim except for a ramp located on the distal end of the plunger. 
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However, Barsch disclose(s) a marking apparatus wherein a ramp 54 is located 
on the distal end of the plunger 52. 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Burbank with a 
ramp on the distal end of the plunger similar to that of Barsch since such a modification 
will serve the same purpose of biasing the marker outside the cannula. 

11 . Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Jones et al. ('212) in view of Joishy (US 5,012,818). 

In regards to claim 8, Jones et al. disclose(s) a marking apparatus and further 
comprising a ramp 24 on at least one of the plunger 13 and cannula 1 1 to aid in 
expelling an imaging marker 15 (see figs. 1A & 3). 

Jones et al. discloses a system, as described above, that teaches all the 
limitations of the claim except for a 13-gage cannula. 

However, Joishy discloses a system comprising a 13-gage cannula 1 (see figs. 
1-2; column 7/lines 64-68; column 8/lines 1-2), 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Jones et al. with a 
13 gage cannula similar to that of Joishy in order to provide, a small, less invasive 
cannula that minimizes patient discomfort. 

12. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jones et 
al. ('212) in view of Burbank et al. ('083). 
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Jones et al. discloses a system, as described above, that teaches all the 
limitations of the claim except for a flexible plunger. 

However, Burbank et al. disclose(s) a system wherein the distal end of the 
plunger 52 is flexible and is deflectable toward the lateral opening 22 by the ramp when 
the plunger 52 is moved to the expelled position (see fig. 6). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Barsch with a 
flexible plunger similar to that of Burbank et al. since such a modification will serve the 
same purpose of expelling the marker from the device. 

13. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jones et 
al. ('212) in view of Barsch ('177). 

Jones et al. discloses a system, as described above, that teaches all the 
limitations of the claim except for a ramp located on the distal end of the plunger. 

However, Barsch disclose(s) a marking apparatus wherein a ramp 54 is located 
on the distal end of the plunger 52 (see figs. 4C-6). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a system similar to that of Jones et al. with a 
ramp on the distal end of the plunger similar to that of Barsch since such a modification 
will serve the same purpose of biasing the marker outside the cannula. 

Conclusion 
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